From: JENNIFER SCHOFIELD

To: "Herrick, Jacquelyn"

Cc: WILL HEEB; Jennifer Saunders (Saunders.jennifer@Epa.gov)
Subject: Request for Discussion

Date: Monday, December 20, 2021 12:18:00 PM

Attachments: US Seresto 2021.12.17 Framing Document Final.pdf

Dear Jackie,

We would like to request a meeting to discuss the Agency’s thoughts on Elanco’s proposed
stewardship program, which is summarized in the attached letter, and the ongoing evaluation of
Seresto. The attached letter will also be formally submitted via CDX. May we please request your
assistance in organizing such a discussion, ideally in late January or early February of 20227
Respectfully submitted,

Jennifer

Jennifer Schofield, DVM, CPH

Regulatory Affairs Principal Scientist

Elanco Animal Health

2500 Innovation Way, Greenfield, IN 46140 USA
P 913.205.7915
jennifer.schofield@elancoah.com
www.elanco.com

CONFIDENTIALITY NOTICE: This email message (including all attachments) is for the sole use of the intended
recipient(s) and may contain confidential and privileged information. Any unauthorized review, use, disclosure,
copying or distribution is strictly prohibited. If you are not the intended recipient, please contact the sender by reply
email and destroy all copies of the original message.

PRIVACY NOTICE: Your privacy is important to us. To find out more about the information that Elanco may
collect, how we use it, how we protect it, and your rights and choices with respect to your Personal Data, go to
privacy.elanco.com
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December 17, 2021

Jacquelyn Herrick, Product Manager 03
Invertebrate-Vertebrate Branch 1

Registration Division

Office of Pesticide Programs

United States Environmental Protection Agency

Re: PNR 1427 Insecticide (ABN Seresto; EPA Reg. No. 11556-155)

Dear Ms. Herrick,

In response to the Agency’s 6(a)(2) request for information in March 2021, Elanco
provided a robust package of data, including results from additional studies and
scientific assessments, which further corroborates the safety profile of Seresto.
Elanco understands, however, that the Agency might be interested in additional,
targeted information. With that in mind, Elanco would like to propose a
stewardship program for the Agency’s consideration, designed to provide a
focused data set to assist the Agency in its ongoing scientific analysis of Seresto
incident reports. The proposed program would include:

1.

Submission of detailed reporting data for CY 2021 (in Q1 2022) and CY
2022 (in Q1 2023): Elanco proposes to submit case line listing information
for Seresto in the same format as that provided for up to CY 2020 via Elanco’s
response to the March 2021 FIFRA 6(a)(2) request for information.

. Collection and submission of additional case information during CY

2022: Elanco proposes to undertake additional efforts regarding case
follow-up, referrals, and necropsies as medically indicated. This additional
information will be submitted within the case line listing for CY 2022 in Q1
2023.

. Testing for the presence of active ingredient in the plasma of affected

pets: Elanco proposes to evaluate flumethrin and imidacloprid plasma
levels of pets for which specified neurologic clinical signs (e.g., seizures) are
alleged. Elanco envisions collecting these data for a statistically significant
number of cases with respect to the proposed evaluation. The data and
associated evaluation will be submitted to the EPA once available.
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Elanco _

We would appreciate an opportunity to meet and discuss the Agency’s thoughts on
this proposed program and the ongoing evaluation of Seresto. If possible, we
would like to schedule the meeting for late January to mid-February 2022.

Respectfully submitted,
. Digitally signed b
Jennifer Jereysonc

Jennifer Schofield
. Date: 2021.12.17
SChOfleI 05:14:27 -06'00'
Jennifer Schofield, DVM, CPH
Regulatory Affairs Principal Scientist

Elanco US Inc.

2500 Innovation Way

Greenfield, IN 46140 USA

P 913.205.7915
jennifer.schofield@elancoah.com
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